###### Strengths and limitations of this study

-   The abstraction tool was developed with input from patients and patient advocates to establish a minimum standard for informed consent documents.

-   The tool needed to be applicable to a broad range of procedures and may not capture high-priority quality elements that are specific to a procedure.

-   A training manual was developed to support the reliable assessment of the eight items in the abstraction tool.

-   The abstraction tool establishes only a minimum standard for informed consent documents, not a definitive benchmark of achievement.

-   Evaluation of the informed consent document alone may not reflect the total quality of the informed consent process, although it is a key component.

Introduction {#s1}
============

Informed consent, an ethical obligation and legal mandate intended to uphold patient autonomy, is a standard part of clinical practice, performed prior to most procedures and therapies with material risks. In the USA, approximately 19 million hospital-based procedures requiring informed consent are performed each year.[@R1] This integral part of clinical care offers an opportunity for clinicians to help patients learn about the rationale for the proposed procedure, how it is performed, its potential risks and benefits, and reasonable alternatives. A high-quality informed consent process additionally helps the patient consider what is important to them and prepares the patient to make a decision regarding his or her care.[@R2] However, studies indicate that informed consent is often conducted in a cursory manner, minutes before a procedure when patients may feel vulnerable and less able to process complex information.[@R6] In addition, informed consent documents used to support these discussions are frequently generic, lacking information that is specific to the procedure or the patient. Typically, consent forms are used to affirm consent (and thereby minimise risks for litigation) rather than provide meaningful information for patients.[@R11] These flaws undermine patient autonomy, the patient--clinician relationship and the aim of providing high-quality care that aligns with patients' preferences, values and goals.

As part of a contract to develop quality measures for the Centers for Medicare and Medicaid Services (CMS), we at the Yale--New Haven Health Center for Outcomes Research and Evaluation (CORE) conducted the foundational work for measuring the quality of informed consent documents used by clinicians in diverse health systems, with the goal of bolstering patient-centred decision making. Conceptually, we sought to identify aspects of informed consent quality that are feasible to measure on a national scale across diverse procedure types, and that, if improved, could give patients a more reliable, patient-centred informed consent experience.[@R12]

In order to assess informed consent quality, we focused on the informed consent document and began by creating an abstraction tool to capture key aspects of document quality. While much of what represents quality in the informed consent process is difficult to assess without direct observation,[@R15] some properties of the informed consent process are reflected in the informed consent document, including timing and information specific to the procedure. Additionally, if the document does not reflect key information about the procedure, this raises concerns regarding quality, as one cannot assume that the patient actually received sufficiently comprehensive, detailed and appropriate information.[@R16] Ideally, the information within the informed consent document should support the transfer of comprehensible written information to patients and families, making the document a necessary, although not sufficient, step in supporting patient autonomy. While informed consent documents cannot alone reflect the quality of the informed consent process, a patient-centred document can uphold a more complete concept of informed consent, namely transparency of information, recognition of uncertainty, elicitation of patient preferences and goals, and a more inclusive process that supports patients and their care networks in being more participatory in the decision-making process.

To develop a tool to evaluate informed consent quality, we first constructed a taxonomy of key elements of high-quality informed consent documents with the input of patients, patient advocates and a technical expert panel, using a consensus-based set of standards. Next, we used this taxonomy to build an instrument for assessing the quality of informed consent documents. As described in this manuscript, the instrument was iteratively developed and tested to achieve high reliability. In a companion manuscript entitled, 'Quality of informed consent documents among U.S. hospitals: a cross-sectional study',[@R17] we describe the use of the tool in a cross-sectional study evaluating the quality of informed consent documents tied to elective procedures performed in 25 hospitals. Ultimately, the instrument is designed to be used by individual clinicians and provider groups, hospitals and health systems to assess the quality of informed consent documents used in real-world clinical settings.

Methods {#s2}
=======

Overview {#s2-1}
--------

Although the CMS and the Joint Commission provide guidance for the informed consent process,[@R18] precise standards for assessing the quality of informed consent documents are lacking. Therefore, we first developed a taxonomy of elements of high-quality informed consent documents. Using that taxonomy, we developed an abstraction tool using informed consent documents from a development sample of eight hospitals, iteratively testing and refining each item. We then tested the reliability of the final abstraction tool in a testing sample of informed consent documents from 25 collaborating hospitals.

Collaborating hospitals were recruited through two partnering organisations, the Hospital Services Advisory Group and Premier. These organisations facilitated the collection of informed consent documents from the medical charts of patients who had underwent procedures at the collaborating hospitals. Since the names of patients and clinicians were redacted from the consent forms prior to review, we did not obtain informed consent from patients or clinicians.

Only informed consent documents for elective procedures were used in the development and testing samples. To identify the elective procedures performed at each of the collaborating hospitals, we used Medicare Fee-for-Service claims data. First, we limited the procedures to those in which informed consent is standard practice. Next, we used an algorithm to determine whether the procedures were conducted on an elective basis (the Planned Readmissions Algorithm).[@R21] In this algorithm, procedures are identified as 'always' or 'potentially' planned and occurring during admissions for non-acute conditions. We then grouped these procedures into 10 surgical divisions based on surgical service line. Finally, to generate the list of procedures for each hospital to collect and send for review, we used a purposeful sampling approach, selecting procedures that were representative of a hospital's procedure mix.

Patient and public involvement {#s2-2}
------------------------------

We convened a working group of nine patients and patient advocates (caregivers, advocates for vulnerable populations, legal representatives and patient safety experts) to inform the development of the taxonomy and the abstraction tool. Importantly, the purpose of the working group was to engender discussion about informed consent, allow for the introduction of new ideas and deconstruction of concepts, and to get their input on the iterative development of a tool that could be used to assess informed consent document quality. The purpose was not to reach group consensus on specific concepts or on the tool itself. Specifically, when there were disagreements among the group members, or between the group members and the researchers, we worked towards a shared understanding, recognition of the constraints of this measure and consideration of other approaches (outside of this work) that may support the goal.

Five members were nominated by the National Partnership for Women & Families (a non-profit organisation partnered with CORE to provide input on measure development from the patient's perspective). Two were recruited given their reputation as nationally recognised patient advocates. Additionally, two local health leaders were recruited to represent the concerns of diverse populations: one, a director of a non-profit organisation that supports the rights of underserved and minority populations, and the other a legal expert in healthcare law, with former executive positions in several large healthcare systems. Members were from Connecticut, Colorado, Minnesota, Massachusetts and Maryland, and worked with our team of clinicians and quality measurement experts during the course of seven meetings (described in the following section), providing critical feedback on and revisions to the taxonomy and abstraction tool.

Developing the taxonomy {#s2-3}
-----------------------

To develop the taxonomy, we sought to identify elements of the informed consent process that were meaningful and feasible to measure. We first conducted an environmental scan and literature review of informed consent and its ethical and legal requirements in a clinical setting, along with the evidence supporting whether improved informed consent documents can increase decisional quality. Second, we conducted an exploratory study (previously published)[@R10] of a convenience sample of informed consent documents for three cardiovascular procedures. We also reviewed state and national legal standards for informed consent documents, statements from regulatory agencies (such as CMS and the Joint Commission), and professional societies (n=13; [online supplementary file 1](#SP1){ref-type="supplementary-material"}).
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From this extensive review, we identified three domains of quality for informed consent documents: content, presentation and timing ([figure 1](#F1){ref-type="fig"}). After each domain was deconstructed into several 'dimensions' and further into 'elements', we developed a draft taxonomy. We then conducted seven 90 min meetings with the working group members to elicit feedback on the taxonomy and develop the abstraction tool. In the first meeting, we asked group members to share their backgrounds, experiences and perspectives relevant to informed consent. During the next three meetings, the group discussed each respective domain of the draft taxonomy (content, presentation, timing) and its associated dimensions and elements. During the fifth meeting, we presented the revised taxonomy, which incorporated the working group's prior input as well as feasibility assessments from a range of clinicians. We also asked them to complete a survey identifying the taxonomy dimensions they considered to be of highest priority. After developing the abstraction tool (described in the following sections), we conducted two final meetings with the working group to confirm their high-priority selections.

![Taxonomy domains describing informed consent document quality.](bmjopen-2019-033297f01){#F1}

Developing the abstraction tool {#s2-4}
-------------------------------

Using the taxonomy, we developed an abstraction tool for use in a measure to evaluate informed consent document quality. This tool took the form of a checklist to evaluate a set of standard criteria that each document should reasonably meet.

### Phase 1: selection of elements from the taxonomy for evaluation by the abstraction tool {#s2-4-1}

We identified five principles for selecting elements from the taxonomy ([table 1](#T1){ref-type="table"}). Using these principles, we identified and operationalised high-priority elements for inclusion in the first draft of the tool.

###### 

Principles in selecting taxonomy elements for the abstraction tool

  Principle                    Definition
  ---------------------------- ----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  Importance to patients       Element should reflect what most patients, families and caregivers perceive as important to them.
  Evidence-based               Element is supported by consensus-based guidelines, documented best practices, standards or benchmarks---from regulatory bodies, professional societies or national institutes ([online supplementary file 1](#SP1){ref-type="supplementary-material"}).
  Relevance to cohort          Element is relevant to informed consent documents for all elective procedures, regardless of level of invasiveness or surgical specialty.Element is pertinent to a diversity of patients who have varying healthcare preferences and needs.
  Ease of collection           Element can be assessed in a manner in which data collection does not place an undue burden on patients and hospitals (eg, related to medical chart abstraction and data transfer).
  Reliability of measurement   Element can be defined and measured in a consistent way such that clear instruction and training of raters yield high inter-rater reliability.

### Phase 2: iterative testing of the abstraction tool {#s2-4-2}

Elements selected for inclusion in the abstraction tool were defined as 'items', and criteria were developed to guide assessment of each item, captured in the Instructions Manual ([online supplementary file 2](#SP2){ref-type="supplementary-material"}). The tool and associated instruction manual were iteratively tested in multiple cycles. In each cycle, 5--12 raters used the tool to rate 10 informed consent documents, obtained from the eight pilot hospitals, and qualitatively selected for their diversity in procedure type and detail. Between cycles, we reviewed the language of each item, refined our approach for training raters and clarified our abstraction instructions (ensuring standardised application across all raters).
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### Phase 3: initial development of the scoring approach {#s2-4-3}

To develop a point system for scoring, including how many points to assign each item on the abstraction tool, we considered the following: the level of evidence supporting each item (weighting items with published standards and guidelines more heavily); item reliability (weighting items with greater reliability more heavily); and importance to patients (weighting items that are most important to patients more heavily).

We then proposed a scoring system and solicited feedback on it from the patient working group. We also sought feedback from an independent technical expert panel, convened to provide feedback on the informed consent measure for which the tool would be used in; this panel comprised surgeons and other clinicians, lawyers, and experts in bioethics, health literacy and cultural competency.

### Phase 4: reliability testing {#s2-4-4}

To assess the reliability of the tool, we trained as raters two medical-record coders for a large hospital system who had no prior experience in rating informed consent documents. For the training, we used the final instruction manual, which included a 1-hour video, and provided feedback to the raters on 10 practice consent documents.

The final reliability testing was conducted in a testing sample of 25 hospitals.

From these hospitals, 10 informed consent documents (n=250) were randomly selected for review. We trained two raters using a standardised 1-hour training module and then had them review, independently, the sample of documents. We assessed inter-rater agreement for each item using per cent agreement and Cohen's kappa statistic for item reliability. The iterative versions of the abstraction tool can be made available on request. The informed consent documents used to develop and test the abstraction tool cannot be shared given the confidential patient and provider information, and data use agreements with CMS and partnering hospitals.

Results {#s3}
=======

Based on the findings of the literature review and environmental scan, informed consent standards, the exploratory study of medical records, and the working group's input, we developed the taxonomy as an expanded, comprehensive list of 53 components of informed consent documents that reflect the decisional needs of patients ([table 2](#T2){ref-type="table"}).

###### 

Taxonomy of informed consent quality elements

  Domain (n=3)                                                                                                                                                                Dimension (n=20)                                                                                                                                                                       Element (n=53)
  --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- -------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- ------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  Content                                                                                                                                                                     Description of procedure                                                                                                                                                               1\. Rationale for the procedure.
  2\. Level of invasiveness.                                                                                                                                                                                                                                                                                                                                         
  3\. Steps of the procedure.                                                                                                                                                                                                                                                                                                                                        
  Postoperative expectations for procedure                                                                                                                                    4\. Estimated recovery time.                                                                                                                                                           
  5\. Estimated time before the patient can return to work or normal activity.                                                                                                                                                                                                                                                                                       
  6\. Whether there is need for a family caregiver following the procedure.                                                                                                                                                                                                                                                                                          
  7\. Description of how the procedure will influence future care (eg, follow-up visits).                                                                                                                                                                                                                                                                            
  Goals (benefits) of procedure                                                                                                                                               8\. What the patient hopes to get out of the procedure, tied to the patient's care plan.                                                                                               
  9\. What the procedure will *not* achieve.                                                                                                                                                                                                                                                                                                                         
  10\. Procedure-specific *benefits*.                                                                                                                                                                                                                                                                                                                                
  11\. General quantitative probabilities of benefits occurring.                                                                                                                                                                                                                                                                                                     
  Disclosure of risks/side effects                                                                                                                                            12\. Procedure-specific *risks*.                                                                                                                                                       
  13\. General quantitative probabilities of risks occurring.                                                                                                                                                                                                                                                                                                        
  14\. Distinction between minor risks (side effects) and major risks.                                                                                                                                                                                                                                                                                               
  Alternatives to procedure                                                                                                                                                   15\. Potential alternative treatment options (eg, medication/physical therapy, alternative procedure, watch and wait, no treatment).                                                   
  16\. Anticipated outcomes associated with potential alternative treatment options.                                                                                                                                                                                                                                                                                 
  Hospital-specific and/or physician-specific performance                                                                                                                     17\. Procedure volume (ie, the number of procedures performed) by physician/at hospital.                                                                                               
  18\. Procedure success rate of physician/hospital.                                                                                                                                                                                                                                                                                                                 
  19\. Procedure complication rate of physician/hospital, including postoperative complications (eg, infection).                                                                                                                                                                                                                                                     
  20\. Cost of the procedure (eg, may refer to hospital's base cost, noting that this is not the cost to the patient).                                                                                                                                                                                                                                               
  Patient safety check                                                                                                                                                        21\. Review of medications taken by the patient, including over-the-counter medications.                                                                                               
  22\. List of allergies.                                                                                                                                                                                                                                                                                                                                            
  23\. Note of prior reactions to anaesthesia (yes/no).                                                                                                                                                                                                                                                                                                              
  24\. Agreement between operative report and consent document, with caveat for unexpected findings/complications during procedure.                                                                                                                                                                                                                                  
  Content                                                                                                                                                                     Additional resources                                                                                                                                                                   25\. Invitation for others, such as family caregivers, spouse and child, to be included in informed consent discussion.
  26\. Invitation for additional medical consultation (eg, discussion with primary care provider or a second opinion).                                                                                                                                                                                                                                               
  27\. Reference to decision aids, patient education brochures, videos or links to relevant web pages.                                                                                                                                                                                                                                                               
  28\. Phone numbers for support (eg, hospital's patient relations, nurse/physician hotline or Department of Public Health).                                                                                                                                                                                                                                         
  29\. Referral to patient peer groups.                                                                                                                                                                                                                                                                                                                              
  Opt-out or strikeout instructions                                                                                                                                           30\. Presence and role of students and trainees.                                                                                                                                       
  31\. Permission to take pictures or video for educational, advertising and/or other public purposes.                                                                                                                                                                                                                                                               
  32\. For-profit use of tissue/specimen.                                                                                                                                                                                                                                                                                                                            
  33\. Blood transfusion with description of risks if patient opts out.                                                                                                                                                                                                                                                                                              
  Type of anaesthesia                                                                                                                                                         34\. Description of anticipated type of anaesthesia:Conscious sedation.Local anaesthesia.Regional anaesthesia (eg, spinal, epidural).General anaesthesia.Local nerve block.            
  Description of risks of anaesthesia                                                                                                                                         35\. General risks of anticipated type of sedation/pain control.                                                                                                                       
  36\. Patient-specific risks of anticipated type of sedation/pain control.                                                                                                                                                                                                                                                                                          
  Postoperative expectations for anaesthesia                                                                                                                                  37\. Recovery time from anaesthesia (eg, duration of unconsciousness, somnolence and cognitive effects).                                                                               
  38\. Disclaimer that recovery time may vary by patient.                                                                                                                                                                                                                                                                                                            
  39\. Instructions on immediate follow-up (eg, driving, operating machinery).                                                                                                                                                                                                                                                                                       
  Format                                                                                                                                                                      40\. Identification of the method of distribution: patient portal, website link, electronic copy received via email, paper copy distributed at office, paper copy mailed to patient.   
  41\. Alignment with the patient's preferred method for reviewing the document (may be more than one format).                                                                                                                                                                                                                                                       
  Content                                                                                                                                                                     Accessibility                                                                                                                                                                          42\. Notation that the patient was offered:Braille or audio version of the document.Large-font document.Document in patient's preferred language.Language interpretation/translation services.
  Presentation                                                                                                                                                                Legibility                                                                                                                                                                             43\. All information is typed.
  44\. Minimum font size.                                                                                                                                                                                                                                                                                                                                            
  45\. Minimum resolution (ie, visual clarity of language, avoiding blurred or overexposed printed/written language).                                                                                                                                                                                                                                                
  Readability                                                                                                                                                                 46\. Plain language and medical terms provided for the name of the procedure.                                                                                                          
  47\. Written at or below a 6th--8th grade reading level or written at a reading level that is compliant with the state's recommended reading level for Medicaid patients.                                                                                                                                                                                          
  Organisation                                                                                                                                                                48\. Use of:Subheadings.Checkboxes.Bullet points.                                                                                                                                      
  49\. Diagrams, figures, graphs or pictures.                                                                                                                                                                                                                                                                                                                        
  Length                                                                                                                                                                      50\. Limit on the number of pages.                                                                                                                                                     
  51\. Limit on the average time required for a patient to read/review the document.                                                                                                                                                                                                                                                                                 
  Timing                                                                                                                                                                      Time to review                                                                                                                                                                         52\. Time stamp that indicates document received at least 72 hours (business days) prior to the procedure date, unless patient opts out of review time in order to have the procedure sooner.
  Consistency over time                                                                                                                                                       53\. Checkbox on consent document indicates consistency between document received prior to the procedure and the document the patient signs.                                           

Abstraction tool {#s3-1}
----------------

We identified a subset of elements from the taxonomy that represent the minimum, patient-defined standards for informed consent document quality, are feasible to measure, and are consistent with recommendations from government agencies and professional societies. Using these principles, we initially selected 15 taxonomy elements for inclusion in the first draft of the abstraction tool as items: document in preferred language or use of an interpreter; purpose of procedure; plain language; anticipated mode of anaesthesia; procedure-specific risks; quantitative probability of risks; qualitative probability of risks; procedure-specific benefits; quantitative probability of benefits; qualitative probability of benefits; alternatives stated; postoperative expectations for recovery; inclusion of special clauses (eg, use of photography, presence of students/trainees, use of tissue samples and so on); legibility; and timing. These items were also prioritised by the working group as meaningful components of informed consent document quality from the patient's perspective.

We subsequently dropped 6 of the 15 items due to feasibility concerns, and combined a seventh item, plain language, into the item assessing written content in the document. Specifically, we found that it was not feasible to assess language preference or use of an interpreter, since this information is infrequently captured in the informed consent document or medical record. Postoperative expectations and inclusion of special clauses were also deemed not feasible to measure, as they may be provided to patients in other types of documents. We also decided not to assess the probability of procedure-specific benefits because these vary qualitatively and quantitatively by nuanced patient factors and are therefore more challenging to reliably assess. Finally, we did not include the item about anticipated anaesthesia mode as, alone, the information was felt to be inadequate and anesthesiologists often obtain distinct informed consent from patients. Arguably, with additional development and testing, future measures could include these and other items.

The final tool contained eight items and two subitems ([table 3](#T3){ref-type="table"}). Standards for abstracting these remaining items were developed over eight cycles, which was necessary to achieve \>90% item-level agreement between independent raters. Seven items related to the content of the procedure (name of the procedure, how it is performed, rationale for the procedure, quantitative probability of risk, qualitative probability of risk, description of benefits and description of alternatives) and one item assessed timing. Two subitems assessed presentation (whether the information was typewritten). Regarding timing, there was consensus among the working group that informed consent documents should be shared with patients at least 1 day before the procedure, unless the patient opts for same-day informed consent. Although the optimal timing may vary by person and procedure, and the original recommendation by the working group was that the document be shared at least 72 hours in advance of the procedure, such a provision would at least ensure that informed consent documents are not shared in the preoperative waiting area or, worse, after a dose of anaesthesia is given, and yet not inconvenience patients who prefer a more expedited process.

###### 

Items included in the abstraction tool and suggested scoring approach

  -------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  Domain                                                                             Item                                                                                                                          Response                                                                                                                Points
  ---------------------------------------------------------------------------------- ----------------------------------------------------------------------------------------------------------------------------- ----------------------------------------------------------------------------------------------------------------------- --------
                                                                                     Description of procedure                                                                                                                                                                                                                              

  Content/presentation                                                               1\. Is language describing *what* the procedure is (beyond the medical name) provided for the patient? (plain language)       'Yes'                                                                                                                   2

  'No'                                                                               0                                                                                                                                                                                                                                                     

  Presentation                                                                        1a. If provided, is it typed?                                                                                                'Yes'                                                                                                                   1

  'No'                                                                               0                                                                                                                                                                                                                                                     

  'N/A'                                                                              0                                                                                                                                                                                                                                                     

  Content/presentation                                                               2\. Is a description of *how* the procedure will be performed provided for the patient? (plain language)                      'Yes'                                                                                                                   2

  'No'                                                                               0                                                                                                                                                                                                                                                     

  Presentation                                                                        2a. If provided, is it typed?                                                                                                'Yes'                                                                                                                   1

  'No'                                                                               0                                                                                                                                                                                                                                                     

  'N/A'                                                                              0                                                                                                                                                                                                                                                     

                                                                                     Rationale for procedure                                                                                                                                                                                                                               

  Content                                                                            3\. Is the clinical rationale (condition-specific justification) for *why* the procedure will be performed provided?          'Yes, context and condition given and fully meet criteria'                                                              2

  'Context and condition given, but do not fully meet criteria'                      1                                                                                                                                                                                                                                                     

  'No, no rationale given'                                                           0                                                                                                                                                                                                                                                     

                                                                                     Patient-oriented benefit(s)                                                                                                                                                                                                                           

  Content                                                                            4\. Is any patient-oriented *benefit* provided (intended impact on the patient's health, longevity and/or quality of life)?   'Yes'                                                                                                                   2

  'No'                                                                               0                                                                                                                                                                                                                                                     

                                                                                     Probability of procedure-specific risks                                                                                                                                                                                                               

  Content                                                                            5\. Is a *quantitative probability* provided for any procedure-specific *risk*?                                               'Yes'                                                                                                                   2

  'No'                                                                               0                                                                                                                                                                                                                                                     

  6\. Is a *qualitative probability* provided for any procedure-specific *risk*?     'Yes'                                                                                                                         1                                                                                                                       

  'No'                                                                               0                                                                                                                                                                                                                                                     

                                                                                     Alternative(s) to the procedures                                                                                                                                                                                                                      

  Content                                                                            7\. Is any *alternative* provided for the patient?                                                                            'Yes'                                                                                                                   2

  'No'                                                                               0                                                                                                                                                                                                                                                     

                                                                                     Timing                                                                                                                                                                                                                                                

  Timing                                                                             8a. Date the document was shared with the patient; if not available, the patient's/proxy's date of signature.\                At least 1 day before procedure *OR* patient opted out of viewing the informed consent document at least 1 day prior.   5
                                                                                     8b. Date of procedure.\                                                                                                                                                                                                                               
                                                                                     8c. Patient opted out of receiving the consent document at least 1 day prior to the procedure.                                                                                                                                                        

  Less than 1 day before procedure.                                                  0                                                                                                                                                                                                                                                     

  Missing either date of patient's/proxy's signature or missing date of procedure.   0                                                                                                                                                                                                                                                     

                                                                                     Maximum quality score                                                                                                         20                                                                                                                      
  -------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

For item 3, either 0, 1 or 2 points are granted.

N/A, not applicable.

Scoring approach {#s3-2}
----------------

We used feedback from the patient working group and the technical expert panel to develop a scoring rubric for the abstraction tool. Overall, both groups favoured weighting each item differently, rather than assigning equal credit for each item, as weighting allowed for greater value to be given to the items of greatest importance to patients. The timing item was considered to have the greatest potential impact on the quality of informed consent, and thus was given the most weight. Specifically, the members of the working group noted that when informed consent discussions occurred prior to the day of the procedure, they were richer and allowed more opportunities for participation, even if elements of that discussion were not described in the informed consent document. Since the document is typically signed during the informed consent discussion, focusing on the date of that signature provided an objective measure of when that discussion likely took place.

The 20-point scoring rubric for the eight items appears in [table 3](#T3){ref-type="table"}. We assigned the items related to timing the greatest number of points (5) because the working group and technical expert panel considered this domain to be the most critical area for patient-centred decision making, and because these data could be easily abstracted and reliably measured. To rate this item, the date of the patient's or proxy's signature served as the date that the document was shared, although in the future, consent documents could note this separately.

Item reliability for the abstraction tool {#s3-3}
-----------------------------------------

Two raters independently reviewed 250 consent documents. The average time for reviewing each consent document was 3--4 min. Agreement reached \>90% for all items on the tool ([table 4](#T4){ref-type="table"}). Inter-rater reliability between items ranged from a Cohen's kappa statistic of 0.53 to 0.95. The high per cent agreement but low kappa for several of the items is a statistical phenomenon given the low prevalence of the positive answer.[@R22]

###### 

Inter-rater reliability in the testing sample

  Criterion/question on abstraction tool                                                                                                                                           Agreement between two raters (n=250)   
  -------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- -------------------------------------- ------
  1\. Is language describing '*what* is the procedure' (beyond the medical name) provided for the patient?                                                                         92.0                                   0.81
   1a. If provided, is it typed?                                                                                                                                                   96.4                                   0.89
  2\. Is a description of *how* the procedure will be performed provided for the patient?                                                                                          96.8                                   0.89
   2a. If provided, is it typed?                                                                                                                                                   98.0                                   0.92
  3\. Is the clinical rationale (condition-specific justification) for *why* the procedure will be performed provided?                                                             92.6                                   0.75
  4\. Is any patient-oriented benefit provided (intended impact on the patient's health, longevity and/or quality of life)?                                                        96.8                                   0.76
  5\. Is a *quantitative* probability provided for any procedure-specific risk?                                                                                                    97.6                                   0.61
  6\. Is a *qualitative* probability provided for any procedure-specific risk?                                                                                                     94.8                                   0.53
  7\. Is any alternative provided for the patient?                                                                                                                                 98.8                                   0.95
  8a, b. Was the informed consent document shared with the patient at least 1 day before date of procedure, if the patient did not opt out of signing at least 1 day in advance?   95.2                                   0.88
  8c. Did the patient opt out of signing at least 1 day in advance?                                                                                                                100.0                                  NA
  Document score agreement                                                                                                                                                                                                
   Spearman correlation                                                                                                                                                            0.9164                                 

NA, not applicable.

Final abstraction tool {#s3-4}
----------------------

Following iterative development and testing, the final tool comprised eight items. We counted legibility as part of two subitems. We did not require the other items to be typewritten given that the medical rationale, risks, benefits and alternatives should be individualised, and that not all health systems may be able to comply with a mandate for providing typewritten information.

Discussion {#s4}
==========

We have developed, in collaboration with patients and patient advocates, clinicians, and experts in bioethics, law and medical decision making, an instrument for measuring the quality of informed consent documents for elective procedures. This work represents a step towards improving a critical component of clinical decision making that is necessary, although not sufficient, to support patient decision making.[@R23] We adhered to the ethical and legal principles of informed consent while valuing consent that is obtained in a less transactional, less pro-forma process for patients.[@R23] These principles and values are consistent with national goals for autonomous, patient-centred decision making from CMS,[@R24] the Institute of Medicine,[@R27] the Affordable Care Act's National Quality Strategy[@R28] and the National Quality Forum's 'Safe Practices for Better Healthcare'.[@R28] We then tested and confirmed the reliability of the tool. The result was a brief tool that can be used to develop a national measure of the quality of informed consent documents shared with patients.

CMS's Conditions for Participation require only written documentation that the elements of informed consent are discussed with the patient, ensuring that information imparted during the informed consent process aligns with communication between the patient and his or her clinician.[@R18] In addition, no guidelines specify how much time patients must have to review informed consent information. In 2007, Washington State passed legislation incentivising clinicians to use a certified decision aid to facilitate shared decision making, instead of a traditional informed consent document and process,[@R30] and thereby receive increased protection against litigation for failure to inform. However, this standard applies to only one state, is early in implementation, and does not pertain to circumstances where certified decision aids are not available. With more than 17.2 million elective procedures performed in hospital-owned ambulatory (58%) and inpatient (42%) settings each year,[@R31] there is an urgent need to advance standards for informed consent that are more patient-centred. Our tool is intended to establish a minimum standard for the development and use of informed consent documents and, perhaps, advance efforts to implement certified decision aids and other elements of shared decision making.

Bringing attention to the content, presentation and timing of when informed consent documents are shared with patients is a novel concept, although well grounded in the evidence and bioethical standards of clinical practice.[@R32] Our abstraction tool assesses procedure-specific content such as how the procedure is performed, the clinical rationale for it and patient-oriented benefits (eg, relief of symptoms and years of life gained). Our tool also assesses whether an informed consent document identifies procedure-specific risks in both quantitative and qualitative terms, which was important to patients in the work group.

With respect to presentation, consent forms should be legible and readable to patients. The readability of informed consent documents has made little progress during the past 15 years and varies in the extent to which it aligns with informed consent guidelines.[@R34] The Joint Commission suggests that health education materials be written at or below an eighth-grade reading level.[@R36] Still, many consent forms are difficult for patients to read and comprehend, as they often require at least a high school reading level.[@R34] In a study on the informed consent documents at 616 hospitals across the USA, the mean grade-level readability score was 12.6 (±3.1) (above a 12th-grade reading level), substantially higher than the recommended eighth-grade level.[@R34] In addition, an international study analysing the quality and readability of informed consent documents used in cardiology determined that the documents were written with poor quality and readability.[@R37] One study found that lowering the reading level of consent forms for a clinical trial to a seventh-grade or eighth-grade reading level resulted in significantly lower consent-related anxiety and higher patient satisfaction.[@R38]

Similarly, using consent documents written in the patient's preferred language is essential to readability. Language barriers can prevent patient understanding, result in incomplete informed consent and consent documentation,[@R39] and intensify healthcare disparities in racial and ethnic minorities.[@R40] One study found that only 41% of Chinese-speaking and Spanish-speaking patients with limited English proficiency received informed consent documentation in their primary language or used an interpreter.[@R39]

Our abstraction tool addresses some, but not all, of these concerns. One of our criteria is that essential information should be typed. In addition, the abstraction tool assesses whether information is conveyed in lay terms, not medical jargon. We did not, however, assess patient health literacy given that current assessment methods are fraught with inaccuracies and, without more integrative collection and measurement technology, are not likely to be feasible on a large scale. Additionally, our tool was only developed for documents written in English, as a first step. Further work is needed to develop tools to assess non-English informed consent documents.

Perhaps the most novel part of the tool is the item that assesses timing---that is, whether the informed consent document was shared one or more days before the elective procedure. In contrast to emergent procedures in which timing is not flexible, elective procedures are usually planned days, weeks and months in advance; still, patients are often asked to sign an informed consent document on the day of the elective procedure. Our prior study found that the majority of patients undergoing primary coronary revascularisation provided consent that same morning.[@R10] Sharing important consent information just before an invasive procedure may not allow patients to sufficiently consider risks, benefits and alternatives; consult with family or friends; or seek a second medical opinion. Indeed, many patients first learn the details about a procedure and its alternatives during the informed consent discussion.[@R2] Patients may also feel pressured to give consent because time is limited, because the clinician is physically present or because arrangements for the procedure have already been completed.[@R6] In response, clinicians and patients supported assessing when the document is shared with the patient and requiring a reasonable amount of time for decision making to occur. We focused on the date the patient receives the document rather than the signature date, given that patients may want time to review the document's content and that returning a signed document before the procedure date may present logistical challenges. However, we recognise that most informed consent documents do not specify the date the document was shared, and in these cases the signature could be used as a proxy. Additionally, some stakeholders had concerns that stipulating at least a 1-day gap between the informed consent and the day of the procedure could lead to inconvenience and unnecessary delays. To address this, we included criteria that the patient could opt out of viewing/signing the informed consent at least 1 day prior; if documented as such, the scoring card would give credit for timing.

Overall, by identifying specific criteria for the content, presentation and timing of delivery of informed consent documents, our abstraction tool gives hospitals, health systems and clinicians the guidance to improve their existing documents in the absence of precise state or federal standards. The tool also has the potential to illuminate hospital-level or health-system variation, as well as group-practice or clinician-level variation, in the quality of informed consent documents. It also may increase the level of attention and resources that providers dedicate to creating high-quality informed consent documents and processes.

Our approach to developing this tool has several limitations. First, our informed consent taxonomy is merely intended to be a working document, capturing the informational needs of patients (as demonstrated in prior literature), our interactions with patients and advocacy groups, and broader societal trends. The quality domains do not represent all elements that are important to all people; as providers work to meet the standards put forth in this tool, new expectations may emerge, leading to potential modifications to the tool. Additionally, these quality domains (and their execution in the informed consent documentation) may need to be adapted or expanded for low-literacy populations. Second, our abstraction tool establishes only a minimum standard for informed consent documents, not a definitive benchmark of achievement. The major critique by our patient and patient advocate team members was that a focus on minimum documentation standards would not necessarily improve the entire informed consent process. However, they agreed that an adequate document is a minimum requirement of informed consent. This abstraction tool is a first step towards improving the practice of obtaining informed consent. In developing this tool, we offer a concrete way to improve procedure-related information exchange to support informed decision making by patients and providers. With input from patients, clinicians and health systems, the tool can be expanded in the future to capture other key elements of informed consent quality that may further support decision making, such as patient-reported experiences. Ultimately, the explicit sharing of information about the risks, benefits and alternatives can build transparency and help to facilitate a more expansive framework of autonomy that acknowledges individuality while recognising the social and relational context that guides a more shared decision-making process.[@R42] Third, the evaluation of informed consent quality standards is somewhat subjective. To mitigate variability in interpretation of quality, we developed definitions, rules and examples to guide reliable abstraction across raters and confirmed the tool's reliability across multiple procedures, hospitals and raters. Fourth, this tool was intended to evaluate informed consent for elective procedures; tools designed to assess informed consent documents associated with emergently performed procedures may prioritise different standards. Fifth, while this tool only captures some quality items from the taxonomy, there is no external standard with which to compare. That is, some excluded items may be necessary to support a high-quality document; on the other hand, not all elements captured in the tool may be necessary to support quality. For example, if a patient prefers to sign the informed consent document on the day of the procedure as opposed to at least 1 day prior, then the timing item may not reflect quality. To account for this, we added an option for patients to decline reviewing the information 1 day prior, although this may not be documented and thus credit would be lost. Still, the scoring system does count a timely consent form which fails all other criteria as higher quality than one which meets all other criteria but is not timely; while this reflects the consensus values of our stakehold input, it may not reflect every patient's values. Ultimately, the definition of quality may change depending on the goal. Since the goal for this project was to generate a nationally applicable tool that could be used by hospitals and providers to assay quality, we attempted to define a minimum standard that advances the status quo, although may not achieve a benchmark for quality.

Conclusion {#s5}
==========

We developed a comprehensive taxonomy of the elements of high-quality informed consent documents with patients and patient advocates. Based on this, we constructed a brief instrument for evaluating the quality of informed consent documents. The items in the tool are in alignment with bioethical principles, state laws and hospital policies. The tool is easy to use and can illuminate deficiencies in the quality of informed consent documents. Such illumination could encourage providers to improve their informed consent documents, thereby better equipping patients to make autonomous decisions about planned elective procedures. In addition, the information obtained from applying this tool can be used to develop a measure of informed consent document quality to further improve decision making between patients and clinicians by holding them to a minimum standard.
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